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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 

Sir: 

In accordance with Applicants' duty of disclosure under 37 C.F.R. § 1.56 and the 
provisions of 37 C.F.R. §§ 1.97 and 1.98, Applicants hereby make of record the documents listed 
on the accompanying Form PTO-1449 (1 page) for consideration by the Examiner in connection 
with the examination of the above-identified patent application. 

Applicants note that documents A05 to A10 and A13 were cited in an Office Action 
issued in connection with Japanese Patent Application No. 2005-504461 on February 2, 2010. A 
copy of the Japanese Office Action, along with the English translation thereof, is attached as 
Appendix A. 

Applicants further note that document A13 (WO 01/058447) was previously brought to 
the Examiner's attention in the Information Disclosure Statement filed on March 21, 2006. 
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In accordance with 37 C.F.R. § 1.98 (a)(2), copies of the documents listed in the 
FOREIGN PATENT DOCUMENTS and OTHER REFERENCES sections of the accompanying 
Form PTO-1449 are enclosed. 

This Information Disclosure Statement is filed under 37 C.F.R. § 1 .97(c), "before the 
mailing date of any of a final action under § 1 . 1 1 3, a notice of allowance under § 1 .3 1 1 , or an 
action that otherwise closes prosecution in the application" and is accompanied by a check to 
cover the fee set forth in § 1.1 7(p). In the event any additional fee is due or an overpayment has 
been made in connection with the filing of this Information Disclosure Statement, the 
Commissioner is hereby authorized to charge said fee or credit said overpayment to our Deposit 
Account No. 50-0552. 



Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14 th Floor 
New York, New York 10018 
(212) 736-1940 
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NOTICE OF REASONS FOR REJECTION 



Patent Application No. : 2005-504461 

Drafting Date: January 28,2010 

Patent Examiner: Naoto Iwashita 

Attorney for Applicant: Hiroshi Kobayashi, et al. 

Provisions Applied: Article 29, Para. 2; Article 36 



This application should be rejected for the following reasons. If the 
applicant has any arguments, a response can be filed within three months of the 
mailing date of this notice. 

Reasons 

1 . The invention of this patent application could have been easily made 
by one of ordinary skill in the art based on the inventions described in the following 
publications distributed prior to the filing date in Japan or abroad. Thus, this patent 
application should be rejected under Article 29, Para. 2 (obviousness). 

2. This application does not satisfy the requirement under Article 36, 
Para. 6, Subpara. 2 (indefinite) for the reasons described below. 

3. This application does not satisfy the requirement under Article 36, 
Para. 4, Subpara. 1 (enablement) for the reasons described below. 

Remarks 
List of Cited References 

1. WOO 1/059447 

2. Japanese national phase translation of PCT No. 2001-505897 

3. WO00/35426 

4. Japanese national phase translation of PCT No. H09-505602 

5. Japanese Publication Laid-open No. H07- 1 45056 

6. WOOl/068058 

7. Japanese Publication Laid-open No. H07-002650 

Reason 1 

-Claims 1-21 

-Cited References 1-7 

-Notes 

Cited References 1 and 2 describe a controlled-release formulation comprising 
an opioid antagonist. As described in Cited References 1 and 3-7, it is interpreted 
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polymer, hydrophobic material or the like, and providing multiple- layer coa1jinj|-a|^h,a|^ QJ\\J " 
time can be suitably practiced by those skilled in the art. Therefore, when obtaining a 
controlled-release formulation comprising an opioid antagonist, providing coating 
using an acrylic polymer, enteric polymer, hydrophobic material, etc. in suitable 
combination can be easily practiced by those skilled in the art. 

It is not interpreted that the inventions defined by the above-described claims 
exert significantly meritorious effects beyond the prediction of those skilled in the art. 

Reason 2 

(1) Due to the word "about" recited in claim 10, the invention is not clear. 

(2) Claim 15 recites "provides for the sequestration". The meaning of the recitation is 
not clear. 

(3) Claims 1 and 18 recite "a diffusion barrier coating comprising an anionic polymer 
coated over said substrate" and "a coating comprising a hydrophobic material coated 
over said diffusion barrier coating". It is not clear what kind of compound each of the 
coatings specifically consists of. Moreover, in view of the descriptions in paragraphs 
[0026] to [0043] (AIK note: [0026] to [0043] of the WO publication), specific 
compounds which can constitute one of the coatings overlap those which can constitute 
the other coating. It is not clear what kind of difference exists between these 
"coatings". Further, it is not clear what kind of function and characteristics are 
possessed by each of the coatings. 

Accordingly, the inventions defined by the above-described claims and other 
claims which are dependent from the above-described claims are not clear. 

Reason 3 

Though Examples 6 and 8 in the present specification do not have "a diffusion 
barrier coating comprising an anionic polymer", they are described as "Examples". 

The present specification does not describe the inventions according to the 
claims in such a clear and sufficient manner so as to enable those skilled in the art to 
practice the inventions. 

End of text 
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